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DETAILED ACTION 
Response to Arguments 

Applicant's arguments filed 7/05/2006 have been fully considered but they are 
not persuasive. The applicant makes the argument that "Robertson et al teaches an 
aerosol generator where the vibrator element oscillates when an alternating voltage is 
applied at an appropriate frequency. This argument is disregarded since it not relevant 
to the scope and language of the claims. 

Applicant further argues that Robertson et al does not disclose or suggest a 
"membrane" that is oscillated by a vibration generator. The examiner disagrees and 
maintains the previous examiner's interpretation of the array of nozzles (50) shown in 
figures 4a and 5a to have apertures through which droplets (72) are passed through. 
Further the previous examiner even contributes the known definition for a membrane 
which consists of: a "thin sheet of natural or synthetic material that is permeable to 
substances in solution" ( www.dictionarv.com ). Therefore, the nozzle array as shown in 
Figure 5a and 5b can be considered a membrane. 

The applicant further asserts that Robertson et al provides no disclosure or 
suggestion having an audible signal emitted by an oscillating membrane. The examiner 
disagrees and would like to direct the applicant towards the disclosure by Robertson et 
al in Col. 14, lines 9-34 wherein Robertson discloses that "with the cap 184 removed 
from the aerosol generator 170 and the reservoir 166 vent valve open, liquid flows from 
the reservoir through the dosage gauge 168 and aerosol generator when the vibrator 
element drive electronics are energized. When the dose gauge has reached its end 



Application/Control Number: 10/810,098 Page 3 

Art Unit: 3771 

point, a completed dose signal is sent by the dose gauge electronics to the control logic 
which then deactivates the vibrator element drive electronics. Provided this occurs 
before the cycle timer has timed out then the correct dose will have been delivered. 
Then it is further disclosed that "if however the completed dose signal is not received 
before the cycle timer times out (inherently means that the vibrator is still vibrating since 
the vibrator only stops vibrating when the "completed dose" signal is received by the 
control logic) then the control logic generates an alarm signal indicating a failed dose 
delivery. This alarm activates an audio alarm. One such audio alarm is to drive the 
vibrator element with an audio frequency (this inherently means that the control means 
supplies a further second control signal to the oscillation generating device (54) during 
the first oscillation control signal that maintains the vibration of the device since the 
completed dose signal has yet to be received, such that the oscillation generating 
device oscillates the membrane (50) in an audible frequency range so as to emit an 
audible signal for a user." Therefore Robertson does in fact suggest an apparatus that 
applies two signals simultaneously in the described manner of the claimed invention. 

The Ross reference was simply used to give a specific frequency range at which 
the oscillator would have to vibrate for a user to be able to hear the signal. 

The applicant makes the argument that Ross et al does not discuss or suggest 
any power or energy requirements that are necessary for generating perceptible audible 
sounds. This argument is not relevant because it is not commensurate with the 
language and scope of the claims. At no point are energy or power requirements 
introduced into the language of the claims. 



Application/Control Number: 10/810,098 
Art Unit: 3771 



Page 4 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 15 and 2-7 are rejected under 35 U.S.C. 102(b) as being unpatentable by 
Robertson et al. (US 5,487,378). 

As to claims 15 and 2, Robertson et al. disclose a device for inhalation therapy 
comprising an oscillatable membrane 50 for nebulizing a liquid. A membrane can be 
defined as a "thin sheet of natural or synthetic material that is permeable to substances 
in solution" ( www.dictionarv.com ). Therefore, the nozzle array (50) as shown in Figure 
5a and 5b can be considered a membrane. In addition, Robertson et al. states the 
common use of a membrane, "housing comprising a perforate membrane which defines 
a front wall of the chamber and which has a rear face contacted by liquid in use" 
(column 2, lines 34-35). 

Robertson et al. continues to disclose an oscillation-generating device 84 having 
at least one connecting means. The connecting means 1 (labeled in figure 1 below; or 
162) receives an oscillation control signal for oscillating the membrane 50 when the 
oscillation control signal is received such that a liquid 16/220 disposed on one side of 
the membrane is nebulized through the membrane 50 and is present on the other side 
of the membrane 50 as an aerosol (72) as shown in Figure 4a. Robertson et al. states 
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that an "apparatus further comprising vibrating means connected to the housing and 
operable to vibrate the perforate membrane to dispense droplets of liquid through the 
perforate membrane" (column 2, 36-40). 

The device of Robertson et al. also disclose a control means 206,162 from which 
a first oscillation control signal (Col. 14, lines 9-34) is supplied to the at least one 
connecting means (1 in fig. 1 below; 162) of the oscillation-generating device 54,210 so 
that said oscillation-generating device 54, 210 oscillates the membrane 50 as shown in 
Figure 1 below and figure 4a. In Figure 10, Robertson et al. uses a function block 
diagram to further illustrate the electronic metered dose aerosol delivery system. Figure 
10 includes a control means 162 that supplies a further control signal to the oscillation- 
generating device 170 causing the membrane 50 to oscillate in the audible frequency 
range so as to emit an audible signal 160 for a user (Col. 14, lines 9-34). 



212 




Figure 1: US 5487378 

Robertson et al. also disclose a device for inhalation therapy with a further 
control signal supplied to the oscillation-generating device 170/210 in conjunction with 
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vibrator element 54 during the first oscillation control signal, via the same connecting 
means as the oscillation control signal 174 as shown in Figure 10 and Figure 1 above 
such that the oscillation generating device oscillates the membrane (50) in an audible 
frequency range so as to emit an audible signal for a user, in CoL 14, lines 9-34 
wherein Robertson discloses that "with the cap 184 removed from the aerosol generator 
170 and the reservoir 166 vent valve open, liquid flows from the reservoir through the 
dosage gauge 168 and aerosol generator when the vibrator element drive electronics 
are energized. When the dose gauge has reached its end point, a completed dose 
signal is sent by the dose gauge electronics to the control logic which then deactivates 
the vibrator element drive electronics. Provided this occurs before the cycle timer has 
timed out then the correct dose will have been delivered. Then it is further disclosed 
that "if however the completed dose signal is not received before the cycle timer times 
out (inherently means that the vibrator is still vibrating since the vibrator only stops 
vibrating when the "completed dose" signal is received by the control logic) then the 
control logic generates an alarm signal indicating a failed dose delivery. This alarm 
activates an audio alarm. One such audio alarm is to drive the vibrator element with an 
audio frequency (this inherently means that the control means supplies a further second 
control signal to the oscillation generating device (54) during the first oscillation control 
signal that maintains the vibration of the device since the completed dose signal has yet 
to be received, such that the oscillation generating device oscillates the membrane (50) 
in an audible frequency range so as to emit an audible signal for a user." Therefore 
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Robertson does in fact suggest an apparatus that applies two signals simultaneously in 
the described manner of the claimed invention. 

As for claims 3-5, the oscillation-generating device (170/210 in conjunction with 
vibrator element 54) comprises an electromechanical transducer unit 56 in particular a 
piezoelectric material. Robertson et al. continues to disclose a support unit 52 to which 
the electromechanical transducer unit and the membrane 50 are attached. Robertson 
et al. states, "a piezo-electric transducer is secured to the vibrating member for inducing 
a rearward displacement... to discharge a small quantity of liquid through the nozzle 
opening" (column 2, lines 10-13). Robertson et al. disclose a device for inhalation 
therapy including a generator unit 92,162 that generates a further control signal, which 
is supplied to the oscillation-generating device 54, 84, 174 via the same connecting 
means as the first oscillation signal control signal shown in figure 6a or described in 
alternate embodiment in Col. 14, lines 9-34 as described above wherein a signal 
generated by control logic energizes vibrator element drive electronics 174. 

As to claim 6, Robertson et al. has disclosed a device for inhalation therapy 
wherein the generator unit 92, 162 is integrated in the control means (162; Col. 14, lines 
9-34); wherein it is disclosed that inputs to control logic 162 energize vibrator element 
drive electronics 174; further shown in figure 10 that generator unit 162 is the control 
means. 

As to claim 7, Robertson et al discloses a device for inhalation therapy wherein 
the energy supply means 172,202 for the inhalation device being integrated in the 
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control means 162 or 206 (shown in figure 10 that energy supply means 172 is 
integrated with the control logic means 162). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amadeus S. Lopez whose telephone number is (571) 
272-7937. The examiner can normally be reached on Mon-Fri 8:00AM-4:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571) 272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Sen/ice Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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